
— m

$SRVlCCS.o
# “~&

~

LJ ‘w
e

~4
2“,

DiPARTNfE~ OF HEALTH & HUMAN SERVICES Public Health Serviee
2 Food and Drug Administration
-0
%

>
c+wl+d4..ah,=

19W0 MaeArthur Blvd., Ste 300
9 Irvine, California 92612-2445

Telephone (949) 708-7600 ,

WARNING LETTER

CERTIFIED NIAIQ
~CEIP’I’ REQUE$~~

March 29,2001

Mr. Roger Lee, Owner
Chiu-Chou Lee CHB ●

440 Him&y Ave. #H
Inglewood, CA 90301-2016

WL-I-02-01

Dear Mr.Lee,

On October 4,2000, entries
Without Physical Examination @WPE) for the ap
adulteration covered within Import Alert 25-11, “Detention Without Physical Examination of
Canned and Brined Mushrooms From the Peoples Republic of China” and Section 402(a)(l) of
the Federal Food, Drug, and Cosmetic Act, in that this article appeared to contain a poisonous or
deleterious substance which may render it injurious to health. ‘
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. Canned Mu~hrooms Pieces and Steqs m caitons
Qmned Mushrooms Sliced ~~ cartons ‘,.
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After receiving location info
co@a.iners)were transported to -
made with our New York District 0fflc6”to have”~es; c&&.iners examine+ on November 29,
2000 an FDA investigator from our New York District attempted to examine the containers, but
according to the consignee, the product had already been $old and distributed. At yo~ request,

- the consignee then initiated a ~ecall of the products in~olved by issuing a recall letter entifled
“Urgent Food Recall”, A U.S. Customs Notice to Redeliver was issued on 12/1!?/00.
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Based on the Customs Form 3461 filed for Entry Number
statement to our investigator, formalized in an affidavit you signed on December 6, 2000, your



f~ is the hnporter of Record and as such is responsible for the bond for this merchandise and
the violation which occurred.

These events are in violation of Ti~e 21Code of Federal Regulation (CFR), Part 1.90, which
r<tires the importer to hold an entry intact pending receipt of a May Proceed or Release Notice
from FDA. We have issued a Notice of Refixml of Admission and have notified U.S. Customs of
the distribution.

Failure to promptly correct this violation and prevent fiture violations may result in regulatory
action without fbrther notice, such as seizure, injunction, or detention without physical
examination of future shipments. It is your responsibility, as the importer, to ensure that.
imported product meets all requiremen~ of the Federal Food, Drug, and Cosmetic Act and the
regulations promulgated thereunder.

Within 15 working days of receipt of this letter, please notify this office in writing of the specific
steps you have taken to correct the violation, including an expl~ation of each step being taken to
prevent the recurrence of the violation. In additio~ we also wish to be advised of the results of
the volunt~ recall undertaken by your consignee.

Please send your reply to: -

Irene Gornez
Director Import Operations Branch
U.S. Food and Drug Administration
222 West 6* Stree$ $uite ’700
San Pedro, CA 90731.

If you 12avequestions or a need for clarification regarding any issue in this letter, you may
contact Complkmce Officer RuthIXxonat(310) 831-6123, ext. 155.
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sincerely,

&’-c&Q==.
IXsttict IXrector


